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sCrapes w 1e-suspena N contents and at the end ot the exposure time the virus-test substance
mixtures were immediately passed through individual Sephadex columns utilizing the syringe
plungers in order to detoxify the mixtures. The filtrates (10" dilution) were titered by 10-fold serial
dilution and each dilution was then assayed for infectivity and/or cytotoxicity. The A-549 cells in
multiwell culture dishes were inoculated in quadruplicate with 100 pL of the dilutions prepared
from test and control groups and were incubated at 36-38°C in a humidified atmosphere of 5-7%
CO: in sterile disposable cell culture labware. The cultures were scored periodically for 14 days
for the absence or presence of CPE, cytotoxicity, and for viability. Controls included those for
dried virus control, cytotoxicity, neutralization and cell viability.

7. MRID 494865-07, “Virucidal Efficacy of a Disinfectant for Use on Inanimate
Environmental Surfaces,” Test Organism: Hepatitis A virus, for product Micro-Kiil
Bleach Germicidal Bleach Solution, Lot# E27S and Lot# E28S. Study conducted at
ATS Labs by Mary J. Mifler, M.T. Study completion date — July 10, 2014. Project
Number A16793.

This study was conducted against Hepatitis A virus Strain HM-175, from AppTec
Laboratory Services, Camden, NJ, for product Micro-Kill Bieach Germicidal Bleach Solution, Lot#
E27S and Lot# E28S. These were tested using ATS Laboratory Protocol No. MDIO1051914. HAV
(copy provided). The product was received as a ready to use liquid and tested as a trigger spray.
On the day of use, an aliquot of stock virus was thawed, combined and maintained at a
refrigerated temperature until used in the assay. The stock virus was adjusted to contain 5% fetal
bovine serum as the organic soil load. Indicator Cell cultures of FRhK-4 cells {fetal Rhesus
monkey kidney, ATCC CRL-1688) were seeded into multiwell cell culture plates and maintained
at 36-38°C in a humidified atmosphere at 5-7% CO.. Test medium used to maintain the cell
cultures was Minimum Essential Medium (MEM) supplemented with 5% (v/v) heat-inactivated
fetal bovine serum (FBS), 10 pg/mL gentamicin, 100 units/mL penicillin, and 2.5 pg/imL
amphotericin B and 2.0 mM L-glutamine. Dried virus films were prepared by spreading 200 uL of
test virus inoculum uniformly over the bottoms of 3 separate 100 x 15 mm sterile glass petri
dishes. These were dried at 20.0°C in a relative humidity of 50% for 20 minutes. For each lot of
test substance, dried virus films were exposed for 30 seconds at room temperature (21.0°C) to 4
sprays at a distance of 6-8 inches and held covered for the exposure time. Just prior to the end
of the exposure time, the plates were individually scraped with a cell scraper to re-suspend the
contents and at the end of the exposure time the virus-test substance mixtures were immediately
passed through individual Sephadex columns utilizing the syringe plungers in order to detoxify
the mixtures. The filtrates (10 dilution) were titered by 10-fold serial dilution and each dilution
was then assayed for infectivity and/or cytotoxicity. The A-549 cells in multiwell culture dishes
were inoculated in quadruplicate with 100 uL of the dilutions prepared from test and control groups
and were incubated at 36-38°C in a humidified atmosphere of 5-7% CO- in sterile disposable cell
culture labware. The cultures were scored periodically for 14 days for the absence or presence of
CPE, cytotoxicity, and for viability. Controls included those for dried virus control, cytotoxicity,
neutralization and cell viability.

8. MRID 494865-08, “Virucidal Efficacy of a Disinfectant for Use on Inanimate
Environmental Surfaces,” Test Organism: Canine Parvovirus, for product Micro-Kill
—.each Germicidal _.each Solution, Lot# E27S and Lot# __!8S. Study conducted at
ATS Labs by Mary J. Miller, M.T. Study completion date — June 24, 2014. Project
Number A16794.

Page 8 of 52









Controls included tF e for purity, sterility, visibility, initial suspension population, neutralization
confirmation and carrier population.

11. MRID 494865-11, “Fungicidal Germicidal Spray Method,” Test Organism: Candida
albicans (ATCC 10231), for product Micro-Kill Bleach Germicidal Bleach Solution,
Lot# E27S and Lot# E28S. Study conducted at ATS Labs by Kristen Niehaus. Study
completion date - June 27, 2014. Project Number A16800.

This study was conducted against Candida albicans (A, SC 10231} for product Micro-Kil!
Bleach Germicidal Bleach Solution, Lot# E27S and Lot# E28S. These were tested using ATS
Laboratory Protocol No. MDIO1051714. FGS.3 (copy provided). The product was received as a
ready to use liquid and tested as a trigger spray. From a stock culture slant of the test organism,
a loopful of culture was transferred to a sufficient number of 10 mL tubes of Sabouraud Dextrose
Broth and incubated for 48-54 hours at 25-30°C. The test culture was vortex mixed for 3-4
seconds and allowed to stand for 210 minutes and then the upper portion of the culture was
removed, leaving behind any clumps or debris and was pooled into a sterile vessel and mixed.
The culture was concentrated 5X by centrifugation at 3500 RPM for 15 minutes. The final test
culture was mixed thoroughly prior to use. A 0.10 mL aliquot of FBS was added to 1.90 mL of
prepared culture to yield a 5% fetal bovine serum organic soil load. Ten individual sterile glass
slide carriers per lot (18 mm x 36 mm), each in a Petri dish matted with two pieces of filter paper,
were inoculated with 10.0 pL of test organism using a calibrated pipettor. Inoculum was uniformly
spread over the test surface (approximately 1 square inch) of the slide in each Petri dish and
covered immediately. This procedure was repeated until all slides were individually inoculated.
The slides were allowed to dry for 30 minutes at 25-30°C (26.8-27.0°C) and at 65% relative
humidity. Carriers were used within 2 hours of drying. For each lot of test substance, test carriers
were sprayed in a horizontal position with the test substance at a distance of 6-8 inches from the
carrier surface using 4 full sprays. The carriers were allowed to remain wet for 1 minute at room
temperature (21.66°C) and at 20.84% relative humidity. Following the exposure period, excess
liquidw idra _J1offtt _ __ rier and the individual carriers were transferred using sterile forceps
at identical staggered intervals to tubes of 20 mL of subculture medium, Sabouraud Dextrose
Broth + 0.07% Lecithin + 0.5% Tween 80 and 0.05% sodium thiosulfate to neutralize. Each tube
was shaken thoroughly. All neutralized subcultures were incubated for 3 days at 25-30°C.
Subcultures were stored at 2-8°C for 2 days prior to examination. Following incubation and
storage, the subcultures were examined for the presence or absence of visible growth. Controls
included those for purity, sterility, viability, neutralization confirmation and carrier population

12. MRID 494865-12, “Fungicidal Germicidal Spray Method,” Test Organism:
Trichophyton mentagrophytes, (ATCC 9533), for product Micro-Kill Bleach
Germicidal Bleach Solution, Lot# E27S and Lot# E28S. Study conducted at ATS
Labs by Kristen Niehaus. Study compietion date — July 2, 2014. Project Number
A16801.

This study was conducted against Trichophyton mentagrophytes, (ATCC 9533), for
product Micro-Kill Bleach Germicidal Bleach Solution, ' >t# E27S and Lot# E28S. These were
tested using ATS Laboratory protocol MDIO1051714.FGS.1 (copy provided). The product was
received as a ready to use liquid and tested as a trigger spray. From a stock culture of the test
organism, agar plates were inoculated and incubated at 25-30°C for 10 days. The mycelia were
removed from sufficient plates using a sterile device and transferred to sterile glassware
containing glass beads and agitated. The culture was filtered through sterile gauze to remove
hyphal fragments.

Tt 3 . ncentration was estimated by counting in a hemacytometer and determined to be
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time, the plates were individually scraped with a cell sciaper 10 re-suspena tne contents and at the
end of the exposure time the virus-test substance mixtures were immediately passed through
individual Sephadex columns utilizing the syringe plungers in order to detoxify the mixtures. The
filtrates (107 dilution) were titered by 10-fold serial dilution and each dilution was then assayed for
infectivity and/or cytotoxicity. The WI-38 cells in multiwell cuiture dishes were inoculated in
quadruplicate with 100 pL of the dilutions prepared from test and control groups and were
incubated at 31-35°C in a humidified atmosphere of 5-7% CO; in sterile disposable cell culture
labware. The cuitures were scored periodically for 10 days for the absence or presence of CPE,
cytotoxicity, and for viability. Controls included those for dried virus control, cytotoxicity,
neutralization and cell viability.

16. MRID 494865-16, “Virucidal Efficacy of a Disinfectant for Use on Inanimate
Environmental Surfaces,” Test Organism: Feline Calicivirus as a Surrogate Virus
for Norovirus, for product Micro-Kill Bleach Germicidal Bleach Solution, Lot# E27S
and Lot# E28S. Study conducted at ATS Labs by Shanen Conway. Study completion
date — July 2, 2014. Project Number A16820.

This study was conducted against Feline Calicivirus {(F-9 strain, ATCC VR-782) as a
Surrogate Virus for Norovirus for product Micro-Kill Bleach Germicidal Bleach Solution, Lot# E27S
and Lot# E28S. These were tested using ATS Laboratory Protocol No. MDI0O1051914. FCAL
(copy provided). The product was received as a ready to use liquid and tested as a trigger spray.
On the day of use, an aliquot of stock virus was thawed and maintained at a refrigerated
temperature until used in the assay. The stock virus was adjusted to contain 5% fetal bovine
serum as the organic sofl load. Indicator Cell Cultures consisted of cultures of Crandel Reese
feline kidney (CRFK) cells (ATCC CCL-94). Cultures were maintained and used in suspension in
tissue culture fabware at 36-38°C in a humidified atmosphere at 5-7% CQO2. Test medium used to
maintain the cell cultures was Minimum Essential Medium (MEM) supplemented with 5% (v/v)
heat-inactivated fetal bovine serum (FBS), 10 pg/mL gentamicin, 100 units/mL penicillin and 2.5
Hg/mL amphotericin B. Dried virus films were prepared by spreading 200 uL of test virus inoculum
uniformly over the bottoms of separate 100 x 15 mm sterile glass petri dishes. These were dried
at 20.0°C in a relative humidity of 50% for 20 minutes. For each lot of test substance, two dried
virus fiim were individually exposed for 30 seconds at room temperature {21.0°C) to 4 sprays at
a distance of 6-8 inches and held covered for the exposure time. Just prior to the end of the
exposure ti. 2, t* - plates were individually scraped with a cell scraper to 4 1the « s
and at the end ¢, .1e exposure time the virus-test substance mixtures were immediately passed
through individua! Sephadex columns utilizing the syringe plungers in order to detoxify the
mixtures. The filtrates (10" dilution) were titered by 10-fold serial dilution and each dilution was
then assayed for infectivity __1d/or cytotoxicity. The MT-2 cells in multiwell culture dishes were
inoculated in quadruplicate with 200 pL of the dilutions prepared from test and controf groups and
were incubated at 31-35°C in a humidified atmosphere of 5-7% C02 in sterile disposable cell
culture labware. The cultures were scored periodically for 7 days for the absence or presence of
CPE, cytotoxicity, and for viability. Controls included those for dried virus control, cytotoxicity,
neutralization and cell viability.

17. MRID 494865-17, “Virucidal Efficacy of a Disinfectant for Use on Inanimate
Environmental Surfaces,” Utilizing Bovine Viral Diarrhea Virus as a Surrogate for
Human Hepatitis C Virus, for product Micro-Kill Bleach Germicidal Bleach Solution,
Lot# E27S and Lot# E28S. Study conducted at ATS Labs by Shanen Conway. Study
completion date — July 2, 2014. Project Number A16821.
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Diarrhea Virus (BVDV) as a Surrogate for Human Hepatitis C Virus, for product Micro-Kill Bleach
Germicidal Bleach Solution, Lot# E27S and Lot# E28S. , .1ese were tested using ATS Laboratory
Protocol No. MDI01051914.BVD (copy provided). The product was received as a ready to use
liquid and tested as a trigger spray. On the day of use, two aliquots of stock virus were thawed,
combined and maintained at a refrigerated temperature until used in the assay. The stock virus
contained 5% horse serum as the organic soil load. Indicator Cell cultures of bovine turbinate (BT)
cells (ATCC CRL-1390), were maintained, and used at the appropriate density in tissue culture
labware at 36-38°C in a humidified atmosphere at 5-7% CO,. Test medium used to maintain the
cell cultures was Minimum Essential Medium (MEM) supplemented with 5% (v/v) non-heat
inactivated horse serum, supplemented with 10 pg/mL gentamicin, 100 units/mL penicillin and 2.0
pg/mL amphotericin B. Dried virus films were prepared by spreading 200 pL of test virus inoculum
uniformly over the bottoms of 6 separate 100 x 15 mm sterile glass petri dishes. These were dried
at 20.0°C in a relative humidity of 50% for 20 minutes. For each lot of test substance, two dried
virus films were exposed for 30 seconds at room temperature (21.0°C) to 4 sprays at a distance
of 6-8 inches and held covered for the exposure time. Just prior to the end of the exposure time,
the plates were individually scraped with a cell scraper to re-suspend the contents and at the end
of the exposure time the virus-test substance mixtures were immediately passed through
individual Sephadex columns utilizing the syringe plungers in order to detoxify the mixtures. The
filtrates (107! dilution) were titered by 10-fold serial dilution and each dilution was then assayed
for infectivity and/or cytotoxicity. The BT cells in multiwell culture dishes were inoculated in
quadruplicate with 100 pL of the dilutions prepared from test and control groups and were
incubated at 36-38°C in a humidified atmosphere of 5-7% CQO: in sterile disposable cell culture
labware. The cultures were microscopically scored periodicaily for seven days for the absence or
presence of CPE, cytotoxicity, and for viability. On the final day of incubation, a direct
immunofluorescence assay (DFA) was performed using a polyclonal fluorescein conjugated
antibody specific for BVDV. The DFA was performed on the 10" and 102 dilution of the test and
the 10 and 10 dilutions of the dried virus control. Controls included those for input virus control,
dried virus control, cytotoxicity, neutralization and ceill viability.

18. MRID 494865-18. “Virucidal Efficacy of a Disinfectant for L__ on Ir imate
ivironmental . arfaces,” Test Organism: Influenza A (H7N9) virus (Strain wildtype
AfAnhui/1/2013, CDC # 2013759189), for product Micro-Kill Bleach Germicidal
Bleach Solution, Lot# E27S and Lot# E28S. Study conducted at ATS Labs by Shanen
Conway, B.S. Study completion date — June 26, 2014. P , N1 ber A16822.

This study was conducted against Influenza A (H7NS) virus (CDC # 2013759189, Strain
wildtype AJ/Anhui/1/2013) for product Micro-Kill Bleach Germicidal Bleach Solution, Lo E273
and Lot# E28S. These were tested using ATS Laboratory Protocol No. MDIO1051914 AFLU.3
{(copy provided). The product was received as a ready to use liquid and tested as a trigger spray.
On the day of use, an aliquot of stock virus was thawed and maintained at a refrigerated
temperature until used in the assay. The stock virus was adjusted to contain 5% fetal bovine
serum as the organic soil load. Indicator Cell cultures of MDCK (canine kidney) cells (ATCC CCL-
34) were seeded into multiwell cell culture plates and main*~™e¢ ™ % 73-38°" in - humidifi °
a....osphere at 5-7% CO,. Test medium used to maintain the cell cuttures was Minimum Essential
Medium (MEM) supplemented with 2 ug/mL TPCK-trypsin, 25 mM HEPES, 0.2% BSA fraction V,
10 pg/mL gentamicin, 100 units/mL penicillin and 2.5 pg/mL amphotericin B. Dried virus films
were prepared by spreading 200 pL of test virus inoculum uniformly over the bottoms of 3 separate
100 x 15 mm sterile glass petri dishes. These were dried at 21.0°C in a relative humidity of 46.4%
for 20 minutes. For each lot of test substance, one dried virus film was individually exposed for 1
minute at room temperature (21.0°C) to 4 sprays at a distance of 6-8 inches and held covered for
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This study was conducted against Influenza A virus (H3N2) Reassortant virus, Strain
AMVashington/897/80 x A/Mallard/New York/6750/78, ATCC VR-2072 for product Micro-Kill
Bleach Germicidal Bleach Solution, Lot# E27S and Lot# E28S. These were tested using ATS
Laboratory Protocol No. MDIC1051914. AFLU.1 (copy provided). The product was received as a
ready to use liquid and tested as a trigger spray. On the day of use, an aliquot of stock virus was
thawed and maintained at a refrigerated temperature until used in the assay. The stock virus was
adjusted to contain 5% fetal bovine serum as the organic soil load. Indicator Cell cultures of MDCK
(canine kidney) celils (ATCC CCL-34) were seeded intc multiwell celi culture plates and
maintained at 36-38°C in a humidified atmosphere at 5-7% CO,. Test medium used to maintain
the celi cultures was Minimum Essential Medium (MEM) supplemented with 2 ug/mL TPCK-
trypsin, 25 mM HEPES, 0.2% BSA fraction V, 10 yg/mL gentamicin, 100 units/mL penicillin and
2.5 pg/mL amphotericin B. Dried virus films were prepared by spreading 200 pL of test virus
inoculum uniformly over the bottoms of 3 separate 100 x 15 mm sterile glass petri dishes. These
were dried at 20.0°C in a relative humidity of 40% for 20 minutes. For each ot of test substance,
one dried virus film was individually exposed for 30 seconds at room temperature (21.0°C) to 4
sprays at a distance of 6-8 inches and held covered for the exposure time. Just prior to the end
of the exposure time, the plates were individually scraped with a cell scraper to re-suspend the
contents and at the end of the exposure time the virus-test substance mixtures were immediately
passed through individual Sephadex columns utilizing the syringe plungers in order to detoxify
the mixtures. The filtrates (107 dilution) were titered by 10-fold serial dilution and each dilution
was then assayed for infectivity and/or cytotoxicity. The MDCK cells in muitiwell cuiture dishes
were inoculated in quadruplicate with 100 pL of the dilutions prepared from test and contro! groups
and were incubated at 36-38°C in a humidified atmosphere of 5-7% C02 in sterile disposabie cell
culture labware. The cultures were scored periodically for 7 days for the absence or presence of
CPE, cytotoxicity, and for viability. Controls included those for dried virus control, cytotoxicity,
neutralization and cel! viability.

21. MRID 494865-21, “Virucidal Efficacy of a Disinfectant for Use on Inanimate
Environmental Surfaces,” Test Organism: 2009-H1N1 Influenza A virus (Novel
H1N1), for product Micro-Kill Bleach Germicidal Bleach Solution, Lot# E27S and
Lot# E28S. Study conducted at ATS Labs by Shanen Conway. Study cc .__pletion
date - July 2, 2014. Project Number A16825.

This study was conducted against 2009-H1N1 Influenza A virus (Novel H1N1), Strain
A/Mexico/4108/2009 (CDC #2009712192) for product Micro-Kill Bleach Germicidal Bleach
Solution, Lot# E27S and Lot# E28S. These were tested using ATS Laboratory Protocol No.
MDI01051914.FLUA.2 (copy provided). The product was received as a ready tc use liquid and
tested as a trigger spray. On the day of use, an aliquot of stock virus was thawed and maintained
at a refrigerated temperature until used in the assay. The stock virus was adjusted to contain 5%
fetal bovine serum as the organic soil load. Indicator Cell cultures of MDCK (canine kidney) cells
(ATCC CCL-34) were seeded into multiwell cell culture plates and maintained at 36-38°C in a
humidified atmosphere at 5-7% COQO.. Test medium used to maintain the cell cultures was
Minimum Essential Medium (MEM) supplemented with 2 pg/mL TPCK-trypsin, 25 mM HEPES,
0.2% BSA fraction V, 10 pg/mL gentamicin, 100 units/mL penicillin and 2.5 pg/mL amphotericin
B. Dried virus films were prepared by spreading 200 L of test virus inoculum uniformly over the
bottoms of 3 separate 100 x 15 mm sterile glass petri dishes. These were dried at 21.0°C in a
relative humidity of 45.0% for 20 minutes. For each lot of test substance, one dried virus fiim was
individually exposed for 30 seconds at room temperature (21.0°C) to 4 sprays at a distance of 6-
8 inches and held covered for the exposure time. Just prior to the end of the exposure time, the
F._.._ 5 WEre ly with « iscri._. _Jre-suspend the contents and at the end of

Page 17 of 52

































y. ) Ire was repec.xd e l._3 were it Adi

inocuiated. I ne shdes were allowed to dry for 32 minutes at 35-37°C (36.0-36.2°C) and at 54.4%
relative humidity. Carriers were used within 2 hours of drying. Test carriers were sprayed in a
horizontal position with the test substance at a distance of 6-8 inches from the carrier surface until
thoroughly wet (4 full sprays). The carriers were allowed to remain wet for 30 seconds at room
temperature room temperature (21.5°C) and 46.5% relative humidity. Following the exposure
period, ~cess liguid was drained off the carrier and the individual carriers were transferred using
sterile torceps at identical staggered intervals to 20 mL of neutralizer broth and shaken thoroughly.
All subcultures were incubated for 4812 hours at 35-37°C. Subcultures were stored at 2-8°C for
2 days prior to examination. Following incubation and storage, the subcuitures were examined
for the presence or absence of visible growth. Controls included those for carrier population,
purity, sterility, viability, and neutralization confirmation.

37. MRID 494865-37, “AOAC Germicidal Spray Method,” Test Organism: Extended-
Spectrum beta-lactamase (ESBL) positive Klebsiella pneumonijae (ATCC 700603)
for product Micro-Kill Bleach Germicidal Bleach Solution (Lot# E27S and Lot#
E28S). Study conducted at ATS Labs by Jill Ruhme. Study completion date — July
10, 2014. Project Number A16841.

This study was conducted against Extended-Spectrum beta-lactamase (ESBL) positive
Klebsiella pneurmoniae (ATCC 700603) for product Micro-Kill Bleach Germicidal Bleach Solution
(Lot# E27S and Lot# E28S) using ATS Laboratory Protocol No. MDI01051514.GS.4 (copy
provided). The product was received as a ready to use liquid and tested as a trigger spray. A
loopful of stock slant cuiture was transferred to an initial 10 mL tube of growth medium (Nutrient
Broth). The tube was mixed and the initial culture was incubated for 2412 hours at 35-37°C.
Following incubation a 10 uL aliquot of culture was transferred to a 20 x 150 mm Morton Closure
tube containing 10 mL of culture medium (daily transfer #1). The final test culture was incubated
for 48-54 hours at 35-37°C. The test culture was vortex mixed for 3 to 4 seconds and allowed to
stand for 210 minutes prior to use. After this time, the upper portion of the culture was removed,
leaving behind any clumps or debris and was pooled in a sterile vessel and mixed. . 1e culture
was diluted by combining 2.0 mL of test organism suspension with 2.0 mL of sterile growth
medium. The final test culture was mixed thoroughly prior to use. A 0.10 mL aliquot of FBS was
added to 1.90 mL of prepared culture to yield a 5% fetal bovine serum organic soil load. Ten (10)
individual sterile glass slide carriers (18 mm x 36 mm}) per batch, eachina F~*ri " “| matted with
two pieces of filter paper, were inoculated with 10.0 pL of test organism using a calibrated pipettor.
Inoculum was uniformly spread over the test surface (approx. 1 square inch} of the slide and
covered immediately. This was repeated until ali slides were individually inoculated. The culture
was vortex mixed periodically during inoculation as necessary. The carriers were allowed to dry
for 30 minutes at 35-37°C at 53.8% relative humidity and appeared visibly dry, and were used in
the test procedure within 2 hours of drying. For each lot of test substance, test carriers (in an
undisturbed horizontal position) were sprayed with the test substance at staggered intervals at a
distance of 6-8 inches using 4 sprays, and sprayed within +3 seconds of the exposure time
following a calibrated timer. Following treatment, each carrier was held at room temperature
(20.8°7" and 47.7% relative humidity for 30 seconds. After exposure time, (cess liquid v
drained off the carrier without touchir~ the carrier to the Petri dish or filter paper. "~ "%~ r was
then transferred using sterile forceps and following identical staggered intervals to 20 mL aliquots
of neutralizing subcuiture medium. The vessel was shaken thoroughly. Afl subcultures were
incubated for 4812 hours at 35-37°C and then visually examined for the presence or absence of
visible growth. Controls included those for purity, sterility, viability, neutralization confirmation and
carrier population.
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dish or filter paper. Each carrier was then transferred using sterile forceps following identical
staggered intervals to 20 mL aliquots of neutralizing subculture medium (Letheen Broth + 1.0%
sodium thiosulfate). The vessel was shaken thoroughly. All subcuitures were incubated for 48+2
hours at 35-37°C and then visually examined for the presence or absence of visible growth. One
of the 10 test carriers exhibited growth of the target organism; so this study was repeated using
60 test carriers. Controls included those for purity, sterility, viability, neutralization confirmation
and carrier population.

41. MRID 494865-41, “AOAC Germicidal Spray Method,” Test Organism: Escherichia
coli O157:H7 (ATCC 35150). For product Micro-Kill Bleach Germicidal Bleach
Solution, Lots #E27S and #E28S. Study conducted at ATS Labs by Jil Ruhme.
Study completion date — July 8, 2014. Project Number A16845.

This study was conducted against Escherichia coli O157:H7 (ATCC 35150). Two lots (Lot
Nos. E27S and #E288) of the product, Micro-Kill Bleach Germicidal Bleach Solution, were tested
using ATS Laboratory Protocol No. MDIO1051714.GS.1 (copy provided). The product was
received as a ready to use liquid and tested as a trigger spray. A loop of stock slant culture was
transferred to an initial 10 mL tube of growth medium. The tube was mixed and the initial culture
was incubated for 2412 hours at 35-37°C. Following incubation a 10 pL aliquot of culture was
transferred to a 20 x 150 mm Morton Closure tube containing 10 mL of culture medium (daily
transfer #1). The final test culture was incubated for 48-54 hours at 35-37°C. The test culture was
vortex mixed (3-4 seconds) and allowed to stand 210 minutes prior to use. The upper portion was
removed and pooled in a sterile vessel and mixed. The final test culture was mixed thoroughly
prior to use. A 0.1 mL aliquot of fetal bovine serum was added to 1.9 mL of prepared culture to
achieve a 5% organic soil load. A 10 uL aliquot of the prepared culture was uniformly spread over
10 individual glass slide carriers (18 mm x 36 mm) per product batch, each in a Petri dish matted
with two pieces of filter paper. Inoculum was uniformly spread over the test surface (approximately
1 square inch) of the slide in each Petri dish and covered immediately. This procedure was
repeated until all slides were individually inoculated. The slides were allowed to dry for 31 minutes
at 35-37°C and at 53.8% relative humidity. Carriers were used within 2 hours of drying. Test
carriers were sprayed in a horizontal position with the test substance at a distance of 6-8 inches
from the carrier surface until thoroughly wet (4 sprays). The carriers were allowed to remain wet
for 30 seconds at room temperature (21.8°C) and at 45.4% relative humidity. Following the
exposure period, excess liquid was drained off the carrier and the individual « Tiers we 2
transferred using sterile forceps at identical staggered intervals to 20 mb of Letheen Broth + 1.0%
sodium thiosulfate to neutralize. All subcultures were incubated for 4812 hours at 35-37°C.
Following incubation, the subcultures were examined for the presence or absence of visibie
growth. Controls included those for carrier population, purity, sterility, viability, and neutralization
confirmation.

42, MRID 494865-42, “AOAC Germicidal Spray Method,” Test Organism: Vancomycin
Resistant Staphylococcus aureus -VRSA (VRS1) for product Micro-Kill Bleach
Germicidal Bleach Solution (Lot# E27S and Lot# E28S). Study conducted at ATS
Labs by Jill Ruhme. Study completion date — June 25, 2014. . roject Number
A16846.

This study was conducted against Vancomycin Resistant Staphylococcus aureus -VRSA
(VRS1) for product Micro-Kill Bleach Germicidal Bleach Solution (Lot# E27S and Lot# E28S).
These were tested using ATS Laboratory Protocol No. MDI01051714.GS.2 (copy provided). The
product was received as a ready to use liquid and tested as a trigger spray. From stock, multiple
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.llowing a calibrated timer. Following treatment, each carrier was held at room temperature
(21 7°C) and 48.8% relative humidity for 30 seconds. After exposure time, excess liquid was
drained off the carrier without touching the carrier to the Petri dish or filter paper. Each ¢ 2rwas
then transferred using sterile forceps and following identical staggered intervals to 20 mL aliquots
of neutralizing subculture medium (Letheen Broth + 1.0% sodium thiosulfate). The vessel was
shaken thoroughly. All subcultures were incubated for 48+2 hours at 35-37°C, and then visually
examined for the presence or absence of visible growth. Controls included those for purity,
sterility, viability, neutralization confirmation and carrier population.

44, MRID 494865-44, “AOAC Germicidal Spray Method,” Test Organism: New Delhi
metallo-beta-lactamase 1 (NDM-1) positive Escherichia coli (CDC 1001728} for
product Micro-Kill Bleach Germicidal Bleach Solution (Lot# E27S and Lot# E28S).
Study conducted at ATS Labs by Jill Ruhme, B.S. Study completion date - August
11, 2014. Project Number A16848.

This study was conducted against New Delhi metallo-beta-lactamase 1 (NDM-1) positive
Escherichia coli (CDC 1001728) for product Micro-Kill Bleach Germicidal Bleach Solution (Lot#
E27S and Lot# E28S). These were tested using ATS Laboratory Protocol No.
MDI01051514.GS.13 (copy provided). The product was received as - ready to use liquid and
tested as a trigger spray. A loopful of stock slant culture was transferred to an initial 10 mL tube
of Nutrient Broth growth medium, mixed, and the initial culture was incubated for 24+2 hours at
35-37°C. Following incubation, a 10 L aliquot of culture was transferred to a 20 x 150 mm Morton
Closure tube containing 10 mL of culture medium (daily transfer #1). The final test culture was
incubated for 48-54 hours at 35-37°C. The test culture was vortex mixed for 3 to 4 seconds and
allowed to stand for 210 minutes prior to use. Then the upper portion of the culture was removed,
leaving behind any clumps or debris and was pooled in a sterile vessel and mixed. The final test
culture was mixed thoroughly prior to use. A 0.10 mL aliquot of FBS was added to 1.90 mL of
prepared culture to yield a 5% fetal bovine serum organic soil load. Ten {10} individual sterile
glass slide carriers (18 mm x 36 mm) per batch, each in a Petri dish matted with two pieces of
filter paper, were inoculated with 10.0 pL of test organism using a calibrated pipettor. Inoculum
was uniformly spread over the test surface (approx. 1 square inch) of the slide and covered
immediately. This was repeated until all slides were individually inoculated. The culture was vortex
mixed periodically during inoculation as necessary. The slides were allowed to dry for 30 minutes
at 36.0°C and at 40% relative humidity, appeared visibly dry, and were used within 2 hours of
drying. For each lot of test substance, test carriers (in an und.__urbed horizontal pt icn) were
sprayed with the test substance at staggered intervals at a distance of 6-8 inches using 4 sprays,
and sprayed within +3 seconds of the exposure time following a calibrated timer. Each treated
carrier was then held at room temperature (21.2°C) and 45.9% relative humidity for 30 seconds.
After exposure, excess liquid was drained off the carrier without touching the carrier to the Petri
dish or filter paper. Each carrier was then transferred using sterile forceps following identical
staggered intervals to 20 mL aliquots of neutralizing subculture medium (Letheen Broth + 0.1%
sodium thiosulfate). The vessel was shaken thoroughly. All subcultures were incubated for 48+2
hours at 35-37°C and then visually examined for the presence or absence of visible growth.
Controls included those for purity, sterility, viability, neutralization confirn ion : 1 carrier
population.

45. MRID 494865-45, “AOAC Germicidal Spray Method,” Test Organism: Streptococcus
pyogenes (ATCC 196" .,. For product Micro-Kill Bleach Germicidal Bleach Solution,
Lots #E27S and #E28S. Study conducted at ATS Labs by Kristen Niehaus. Study
completion date Jur 30, 2014. Project M v' :r A1C™¢"
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+ 0.1% sodium thivsunais w neuuance. Al SUDCUIUTES WEre incubated for 48412 hours at 35-
37°C. Following incubation, the subcultures were examined for the presence or absence of visible
growth. Controls included those for carrier population, purity, sterility, viability, and neutralization
confirmation.

47. MRID 494865-47, “AOAC Germicidal Spray Method,” Test Organism: Enterobacter
aerogenes (ATCC 13048). For product Micro-Kill Bleach Germicidal Bleach Solution,
Lots #E27S and #E28S. Study conducted at ATS Labs by Mary J. Miller. Study
completion date — July 1, 2014. Project Number A16852.

This study was conducted against Enterobacter aerogenes (ATCC 13048). Two lots (Lot
Nos. 278 and #E288) of the product, Micro-Kiil Bleach Germicidal Bleach Solution, were tested
using ATS Laboratory Protocol No. MDI01051714.GS.5 (copy provided). The product was
received as a ready to use liquid and tested as a trigger spray. A loop of stock slant culture was
transferred to an initial 10 mL tube of growth medium. The tube was mixed and the initial culture
was incubated for 2412 hours at 25-30°C. Following incubation a 10 uL aliquot of culture was
transferred to a 20 x 150 mm Morton Closure tube containing 10 mL of culture medium (daily
transfer #1). The final test culture was incubated for 48-54 hours at 25-30°C. The test culture was
vortex mixed (3-4 seconds) and ailowed to stand 210 minutes prior to use. The upper portion was
removed and pooled in a sterile vessel and mixed. The culture was diluted by combining 1.0 mL
of test organism suspension with 2.0 mL of sterile growth medium. The final test culture was
mixed thoroughly prior to use. A 0.1 mL aliquot of fetal bovine serum was added to 1.9 mL of
prepared culture to achieve a 5% organic soil load. A 10 uL aliquot of the prepared culture was
uniformly spread over the individual glass slide carriers (18 mm x 36 mm) per product batch, each
in a Petri dish matted with two pieces of filter paper. Inoculum was uniformly spread over the test
surface {(approximately 1 square inch) of the slide in each Petri dish and covered immediately.
This procedure was repeated until all slides were individually inoculated. The slides were allowed
to dry for 30 minutes at 35-37°C (36.1°C) and at 52.1% relative humidity. Carriers were used
within 2 hours of drying. Test carriers were sprayed in a horizontal position with the test substance
at a distance of 6-8 inches from the carrier surface until thoroughly wet (4 full sprays). The carriers
were allowed to remain wet for 30 seconds at room temperature (21.34°C) and at 20.84% relative
humidity. Following the exposure period, excess liguid was drained off the carrier and the
individual carriers were transferred using sterile forceps at identical staggered intervais to 20 mL
of Letheen Broth + 0.1% sodium thiosulfate to neutralize. All subcultures were incubated for 48+2
hours at 25-30°C. Subcultures were stored at 2-8°C for 2 days ~-ior to — ~mination. Following
incubation and storage, the subcultures were e; . nined for the presence or absence of visible
growth. Controls included those for carrier population, purity, sterility, viabiiity, and neutralization
confirmation.

48. MRID 494865-48, “AOAC Germicidal Spray Method,” Test Organism: Methicillin
Resistant Staphylococcus aureus MRSA (ATCC 33592} for product Micro-Kill
Bleach Germicidal Bleach Solution (Lot# E27S and Lot# E28S). Study conducted at
ATS Labs by Mary J. Miller. Study completion date July 9, 2014, Pro,_:t N
A16853.

This study was conducted against Methicillin Resistant Staphylococcus aureus MRSA
(ATCC 33592) for product Micro-Kill Bleach Germicidal Bleach Solution (Lot# E27S and Lot#
E28S). These were tested using ATS Laboratory Protocol No. MDI01051514.GS.6 (copy
provided). The product was received as a ready to use liquid and tested as a trigger spray. A
loopful of stock slant culture was transferred to an initial 10 mL tube of growth medium, mixed,
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aliquot of culture was transferred to a 20 x ..J mm morton Closure tube containing 10 mL of
culture medium (daily transfer #1). The final test culture was incubated for 48-54 hours at 35-
37°C. The test culture was vortex mixed for 3 to 4 seconds and allowed to stand for 210 minutes
prior to use. Then the upper portion of the culture was removed, leaving behind any clumps or
debris and was pooled in a sterile vessel and mixed. The final test culture was mixed thoroughly
prior to use. A 0.10 mL aliquot of FBS was added to 1.90 mL of prepared culture to yield a 5%
fetal bovine serum organic soil lead. Ten (10) individual sterile glass slide carriers (18 mm x 36
mm) per batch, each in a Petri dish matted with two pieces of filter paper, were inoculated with
10.0 uL of test organism using a calibrated pipettor. Inoculum was uniformly spread over the test
surface (approx. 1 square inch) of the slide and covered immediately. This was repeated untii all
slides were individually inoculated. The cuiture was vortex mixed periodically during inoculation
as necessary. The slides were allowed to dry for 33 minutes at 36.2°C and at 40% relative
humidity, appeared visibly dry, and were used within 2 hours of drying. For each lot of test
substance, test carriers (in an undisturbed horizontal position) were sprayed with the test
substance at staggered intervals at a distance of 6-8 inches using 4 sprays, and sprayed within
13 seconds of the exposure time following a calibrated timer. Each treated carrier was then held
at room temperature (21.0°C) and 56.6% relative humidity for 30 seconds. After exposure, excess
liquid was drained off the carrier without touching the carrier to the Petri dish or fiiter paper. Each
carrier was then transferred using sterile forceps following identical staggered intervals to 20 mL
aliquots of neutralizing subculture medium (Letheen Broth + 0.1% sodium thiosuifate). The vessel
was shaken thoroughly. All subcuitures were incubated for 48+2 hours at 35-37°C, and then
visually examined for the presence or absence of visible growth. Controls included those for
purity, sterility, viability, neutralization confirmation and carrier population.

49, MRID 494865-49, “AOAC Germicidal Spray Method,” Test Organism: Enterobacter
cloacae (ATCC 13047), for product Micro-Kill Bleach Germicidal ~ each Solution,
Lot# E27S and Lot# E28S. Study conducted at ATS Labs by Mary J. Miller, M.T.
Study completion date — July 9, 2014. Proje : Number A16854.

This study was conducted against Enterobacter cloacae (ATCC 13047). Lot Nos. E27S
and E28S of the product, Micro-Kill Bleach Germicidal Bleach Solution, were tested using ATS
Laboratory Protocol No. MDI101051714.GS.6 (copy provided). The product was received as a
ready to use liquid and tested as a trigger spray. A loop of stock slant culture was transferred to
an initial 10 mL tube of growth medium. The tube was mixed and the initial culture was incubated
for 2412 hours at 25-30°C. Following incubation a 10 pL aliquot of culture was transferred to a 20
x 150 mm Morton Closure tube containing 10 mL of culture medium (daily transfer #1). The final
test culture was incubated for 48-54 hours at 25-30°C. The test culture was vortex mixed (3-4
seconds) and allowed to stand 210 minutes prior to use. The upper portion was removed and
pooled in a sterile vessel and mixed. The culture was diluted by combining 1.0 mL of test organism
suspension with 4.0 mL of sterile growth medium. The final test culture was mixed thoroughly
prior to use. A 0.1 mL aliquot of fetal bovine serum was added to 1.9 mL of prepared cuiture to
achieve a 5% organic soil load. A 10 uL aliquot of the prepared culture was uniformly spread over
the individual glass slide carriers (18 mm x 36 mm) per product batch, eachinaF ric 1 atted
with two pieces of filter paper. Inoculum was uniformly spread over the test surface (approximately
1 square inch) of the slide in each Petri dish and covered immediately. This procedure was
repeated until all slides were individually inoculated. The slides were allowed to dry for 30 minutes
at 35-37°C (36.0°C) and at 40% relative humidity. Carriers were used within 2 hours of drying.
Test carriers were sprayed in a horizontal position with the test substance at a distance of 6-8
inches from the carrier surface until thoroughly wet (4 full sprays). The carriers were allowed to

“main wet for 30 seconds at room temperature (20.8°C) and at 50.9% relative humidity.
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tube and centrifuged at 1650xg for ~38 minutes. The pellet was resuspended in 20-30 mL ., -
T w " Tk-w~"" ~‘ep was repeated an additional two times and finally resuspended in 4 mL
ST80. The spore suspension was heat treated in a water bath for 101 minutes at 65+2°C, cooled
to room temperature, and evaluated microscopically. Soil was added to the suspension as
indicated in the method. HCI Resistance was determined as indicated in the method. For the
contamination of carriers, ten (10.0) yL of culture was placed in the center of each disk using a
calibrated positive displacement pipettor. After all disks in each petri dish were inoculated, the
dishes were covered and the contaminated carriers were placed in a desiccator containing active
desiccant. A vacuum was drawn and the carriers were dried for 3015 minutes under ambient
conditions. The Petri dish lids was removed and the carriers were continued to dry under vacuum
for 2 hours at room temperature inside the BSC. The test substance (50 pL) was allowed to
remain in contact with the disk for 5 minutes at room temperature (21.1-22.1°C). Following the
exposure time, 10.0 mL of neutralizer was added to each vial containing the carriers. The vials
containing the carriers were vortex-mixed (this represented the 10° dilution). The contents were
transferred to separate filter membranes with 0.2 um porosity. The vials were rinsed with 10 mL
of sterile PBS and vortex-mixed once. Each rinse solution was transferred to the same filter
membrane. The contents were evacuated, after which each filter membrane was removed
aseptically from the filter unit and placed on the surface of an agar plate (BHIY-HT Agar) for
recovery of C. difficile spores. The subcultures were incubated anaerobically for 7214 hours at
35-37°C prior to spore enumeration. Controis included those for culture purity, carrier sterility,
neutralizer sterility, initial suspension population, neutralization confirmation, carrier population,
and HCI resistance.

54, MRID 494865-54, “Virucidal Efficacy of a Disinfectant for Use on Inanimate
Environmental Surfaces Utilizing Duck Hepatitis B Virus as a Surrogate for Human
Hepatitis B Virus,” for product Micro-Kill Bleach Germicidal Bleach Solution Lot#
E27S a1 Lot# E28S. Study cc¢ luc ATS L s by —aanen Conway. .! 'y
completion date — September 30, 2014. Project Number A17193.

This study was conducted against the 10/29/11 strain of Duck Hepatitis B Virus (DHBV)
as a Surrogate for Human Hepatitis B Virus, for product Micro-Kill Bleach Germicidal Bleach
Solution, Lot# E27S and Lot# E28S. These were tested using ATS Laboratory Protocol No.
MDI101082814.DHBV (copy provided). The product was received as a ready to use liquid and
tested as a trigger spray. On the day of use, two aliquots of stock virus were thawed, combined,
and maintained at a refrigerated temperature untit used in the assay. On the day of use, three
aliquots of stock virus were thawed, combined and maintained at a refrigerated temperature until
used in the assay. The stock virus was adjusted to contain 5% fetal bovine serum in addition to
whole duck serum {100% duck serum) as the organic soil load. indicator Cell cultures of viral free
duckling hepatocytes, obtained from VRI Labs, were seeded into sterile twelve well disposable
tissue culture labware and were maintained at 36-38°C in a humidified atmosphere at 5-7% CO:.
Test medium used to maintain the cell cultures was Leibovitz L-15 medium supplemented with
0.1% glucose, 10 uM dexamethasone, 10 pg/mL insulin, 20 mM HEPES, 10 pg/mL gentamicin,
and 100 units/mL penicillin. Dried virus films were prepared by spreading 200 pL of test virus
inoculum uniformly over the bottoms of 6 separate 100 x 15 mm sterile glass petri dishes. These
were dried .. 20.0°C in a relative humidity of 36.6% for 30 minutes. For each lot of test substance,
two dried virus films were exposed for 30 seconds at room temperature (20.0°C) to 4 sprays at a
distance of 6-8 inches and held covered for the exposure time. Just prior to the end of the
exposure time, the plates were individually scraped with a cell scraper to re-suspend the contents
and at the end of the exposure time the virus-test substance mixtures were immediately passed
through individual Sephadex columns utilizing the syringe plungers in order to detoxify the
mixtures. The filtrates (107" dilution) were titered by 10-fold serial dilution and each dilution was
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No. Exhibiting | Carrier
MRID . Growth / Total | Population
Number Organism Lot# | No. Carriers | (Log1eCFU!
Tested Carrier)
30 Second Exposure Time

. , E27S 010

494865-23 Shigella dysenteriae (ATCC 11835) E28S 0/10 513
L E27S 010

494865-24 Listeria monocylogenes (ATCC 19117) E28S 0/10 5.44
) New Delhi metallo-beta-iactamase 1 (NDM-1) positive E27S 0/10

494865-25 Klebsielia pneumoniae (CDC 1000527) E28S 010 472
A Multi-Drug Resistant (MDR} Acinetobacter baumannii E27S 010

494865-26 (ATCC 19506) E285 0H0 5.79
Vancomycin Resistant Enterococcus faecalis - VRE E27S 010

494865-27 (ATCC 51575) E28S 010 564

494865-28 Streptococcus pneumoniae (ATCC 6305) E275 0710 450

E288 010 )

. . E27S 0/10

494865-29 Legionella pneumophiia (ATCC 33153) E28S 0/10 5.96
. ) . E27S 0/10

494865-30 Linezolid Resistant Staphylococcus aureus (LRS 119) E28S 0/10 5.57
Vancomycin Intermediate Resistant Staphylococcus E27S 010

494865-31 aureus VISA (HIP 5836) E28S 0/10 6.10
- . E273 0/10

494865-32 Bordetella pertussis (ATCC 12743) E28S 0/10 5.53
o E27S 0/10

494865-33 Campylobacter jejuni (ATCC 29428) E28S 0/10 6.15
Extended-Spectrum beta-lactamase (ESRI) positive E275 /10

494865-35 Escherichia coli (AT™C BAA-1L.., E28S 0/10 6.18
o . E27S 0/10

494865-36 Escherichia coli (ATCC 11229) E28S 0110 525

494865-37 Extended-Spectrum beta-lactamase (ESBL) positive E27S 0/10 4.94

Klebsielta pneumoniae (ATCC 700603) E283 /10 ’
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Dried Virus

Number Organism Results J Count
30 Second Exposure Time
Lot# E27S Lot E288
. _ 10" to 107 Complete Complete 10875
494865-01 Rotavirus, Strain WA Dilutions inactivation | _inactivation TCIDso/
TCIDso/100 pL <1(Q0s0 <1(050 100 pL
Resol S . 102 to 107 Complete Complete 105.25
i espiratory Syncytial Virus Dilutions inactivation | inactivation
494885-02 | ATCC VR-26, Strain Long) - - TCIDso/
TCIDso/100 pL <10" =10% 100 pL
o 10"t0 10® Complete Complete 108.00
494865-03 | Rhinovirus tySpe 37 (ATCC VR- Dilutions inactivation | inactivation TCIDsof
1147, Strain 151-1) TCIDsa/100 pL <10050 <10050 100 pL
_ 10" to 10-° Complete Complete 10775
494865-04 Adenowrus'ty%e 5, Ag?’c VR- Dilutions inactivation inactivation TCIDso/
5, Strain Adenoid 76 TCIDs0/ 100 uL <1050 <1000 100 ul
o 10710 108 Complete Complete 10450
494865-05 PO“O";'%SZWEE 1, A&CC VR- Dilutions inactivation inactivation TCIDso/
, Strain Chat TCIDso/100 pl <1005 <1000 100 pL
Feline Panleukopenia virus, 107 t0 10°® Complete Complete 10450
494865-06 ;| ATCC VR-848, Strain Philips- Dilutions inactivation | inactivation TClIDso/
Roxane TCIDse/100 pL 10050 <10Q0.50 100 pL
» . . 10 to 107 Complete Complete 10550
494865-07 | iepatitis A \*’1"7'-155 Strain HM- Dilutions inactivation | inactivation TCIDso/
TCIDso/100 pL <1005 <1(0-50 100 pL
Canine Parvovirus Strain 107 to 10® Complete _Complete 10550
494865-08 | Cornell-780916-80 (ATCC VR- Dilutions inactivation | inactivation TCIDsof
2017) TCIDso/100 pL 10050 £1Q050 100 pL
i A virus. Hong K 10" to 108 Complete Complete 10725
. nriuenza A virus, nong kong Dilutions inactivation inactivation
49486513 strain (ATCC VR-544) S ; 1¢1Dso
TCiDso/100 pL <£1(0-50 <£10030 100 pL
H | defici 102to 107 Complete Complete 10525
) uman Immunodefnciency Dilutions inactivation inactivation
494865-14 Virus type 1 (Strain HTLV-llls) TCIDs0/200
TCIDs0/200 pL 10150 <101%0 HL

Page 44 of 52




MRID . Dried Virus
Number Organism Results Count
30 Second Exposure Time
Lot# E27S Lot# E28S
Human Coronavirus, ATCC 102 to 107 Complete Complete 10550
494865-15 VR-740, Strain 229E Dilutions inactivation inactivation TCIDso/
TCIDso/100 b 210150 <1050 100 uL
_ o _ 10" to 10+ Complete Complete 10775
494865-16 | Feline Calicivirus (F-Q*Stram, Dilutions inactivation inactivation TCIDso!/
ATCC VR-782) TCIDso!100 pL <1005 <100%0 100 pL
Oregon C24v-genotype 1 10" to 104 Complete Complete 10538
494865-17 | strain of Bovine Viral Diarrhea Dilutions inactivation | inactivation TCIDsof
Virus (BVDV)** TCIDso/100 pL £100.50 10050 100 pL
Avian Influenza A (H7N9) virus 107 to 108 Complete Complete 10790
494865-18  (CDC # 2013759189, Strain Dilutions inactivation | inactivation TCIDso/
wildtype A/Anhui/1/2013) TCIDso/100 pL <1Q0:50 10050 100 uL
Avian Influenza A (HEN1) virus 107 to 10°° Complete _Complete 10650
494865-19 (Strain VNH5N1-PR8/CDC- Dilutions inactivation inactivation TCIDso
RG, CDC # 2006719965) TCIDse/100 pL 10050 =1(0:50 100 pL
Avian Influenza A virus (H3N2) 10" to 108 Complete Complete
Reassortant virus, Strain Bilutions inactivation inactivation 10573
494865-20 A/Washington/897/80 x TCIDsof
A/Mailard/New York/6750/78, TCIDso/100 uL £10Q050 <1005 100 pL
ATCC VR-2072
2009-H1N1 Influenza A virus 107 to 108 Complete Complete 1086.25
; (Novel H1N1), Strain Dilutions inactivation inactivation
9480521 | AMexicord10812009 (CDC [ — 1o oo TePed
#2009712192) s/ =1u™ = M
H implex virus tvoe 2 107 to 107 Complete Complete 10575
erpes simplex virus type 2, Dilutions inactivation inactivation
494865-22 ; TCIDso/
ATCC VR-734, Strain G TCIDso/100 pL <10050 <1005 100 pL
. 10" to 104 Complete Complete 10563
494865-54 10/29/ 1; \s/t.ram of D|3u\3k*“ Dilutions inactivation | inactivation TCIDsof
Hepatitis B Virus (DHBV) TCIDs0/250 L <1090 10050 250 plL

ok

e

as a surrogate for Norovirus

as a Surrogate for Human Hepatitis C Virus
as a Surrogate for Human Hepatitis B Virus

Page 45 of 52




MRID Mean Logio Mean Log1o Lo
Nurber Organism LotNo. | CFU/Carrier (LD) | CFUICarrier (LD) | g dugnon
Recovered Initially Present
5 minute exposure time
E27S <1.00 6.33 >6.33
Clostridium
494865-53 d'fﬁ";’gr'gp‘”e E28S <1.00 6.15 >6.15
(ATCC 43598)
E29S <1.00 6.29 >6.29
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1. The submitted efficacy data support the ready-to-use spray product as a disinfectant
against the following bacteria on hard, non-porous non-food contact surfaces with a 5%

organic soil load for a 30 second contact time at room temperature:

Staphylococcus aureus (ATCC 6538) 494865-09
Pseudomonas aeruginosa (ATCC 15442) 494865-09
Salmonella enterica {(ATCC 10708) 494865-09

Acceptable killing was observed in the subcultures of the required number of carriers tested
against the required number of product lots. Neutralization confirmation testing showed positive
growth of the microorganisms. Viability controls were positive for growth. Purity controls were
reported as pure. Sterility controls did not show growth.

2. The submitted efficacy data support the ready—to-use spray product as a disinfectant
against the following additional bacteria on hard, non-porous non-food contact surfaces
with a 5% organic soil load for a 30 second contact time at room temperature:

Shigella dysenteriae (ATCC 11835) 494865-23
Listeria monocytogenes (ATCC 19117) 494865-24
New Delhi metallo-beta-lactamase 1 (NDM-1) positive

Kiebsiella pneumoniae (CDC 1000527) 494865-25
Muiti-Drug Resistant (MDR) Acinetobacter baumannii (ATCC 19606) 494865-26
Vancomycin Resistant Enterococcus faecalis — VRE (ATCC 51575) 494865-27
Streptococcus pneumoniae (ATCC 6305) 494865-28
Legionelfa pneumophila (ATCC 33153) 484865-29
Linezolid Resistant Staphyfococcus aureus (LRS 119) 494865-30
Vancomycin intermediate Resistant

Staphylococcus aureus -VISA (HIP 5838) 494865-31
Bordetella perfussis (ATCC 12743} 494865-32
Campylobacter jejuni (ATCC 29428) 494865-33
Extended-Spectrum beta-lactamase {(ESBL) positive

Escherichia coli (ATCC BAA-196) 494865-35
Escherichia coli (ATCC 11229) 494865-36
Extended-Spectrum beta-lactamase (ESBL) positive

Klebsiella pneumoniae (ATCC 700603) 494865-37
Multi-Drug Resistant (MDR) Enterococcus faecium (ATCC 51559) 494865-38
Community Acquired Methicillin Resistant

Staphylococcus aureus -CA-MRSA Genotype USA 400 {NRS 123) 494865-40
Escherichia coli 0157:H7 {ATCC 35150) 494865-41
Vancomycin Resistant Staphylococcus aureus -VRSA (VRS1) 494865-42
Carbapenem Resistant Klebsiella pneumoniae (ATCC BAA-1705) 494865-43
New Delhi metallo-beta-lactamase 1 (NDM-1) positive

Escherichia coli (CDC 1001728) 494865-44
Streptococcus pyogenes (ATCC 19615) 494865-45
Klebsiella pneumoniae {ATCC 4352) 494865-46
Enterobacter aerogenes {ATCC 13048) 494865-47
Methicillin Resistant Staphyiococcus aureus MRSA (ATCC 33592) 494865-48
Enterobacter cloacae (ATCC 13047) 494865-49
Proteus mirabilis (ATCC 9240) 494865-50
Serratia marcescens (ATCC 14756} 494865-51

Page 47 of 52



Accep e killing was cbserved in the subcultures of the required number of carriers tested
against the required number of product lots. Neutralization confirmation testing showed positive
growth of the microorganisms. Viability controls were positive for growth. Purity controls were
reported as pure. Sterility controls did not show growth.

3. The submitted efficacy data support the ready—to-use spray product as a disinfectant
against the following fungi on hard, non-porous non-food contact surfaces with a 5%
organic soil load for a 1-minute contact time at room temperature:

Trichophyton mentagrophytes, (ATCC 8533) 494865-12
Candida albicans (ATCC 10231) 484865-11

Acceptable killing was observed in the subcultures of the required number of carriers tested
against the required number of product lots. Neutralization confirmation testing showed positive
growth of the microorganisms. Viability controls were positive for growth. Purity controls were
reported as pure. Sterility controls did not show growth.

4. The submitted efficacy data support the ready—to-use spray product as a disinfectant
against the following viruses on hard, non-porous non- food contact surfaces with a 5%
organic soil load for a 30 second contact time at room temperature:

Rotavirus, Strain WA 494865-01
Respiratory Syncytial Virus (ATCC VR-26, Strain Long) 494865-02
Rhinovirus type 37 (ATCC VR-1147, Strain 151-1) 434865-03
Adenovirus type 5, ATCC VR-5, Strain Adenoid 75 494865-04
Poliovirus type 1, ATCC VR-1562, Strain Chat 484885-05
Feline Panleukopenia virus, ATCC VR-648, Strain Philips-Roxane 494865-06
Hepatitis A virus Strain HM-175 494865-07
Canine Parvovirus Strain Cornell-780918-80 (ATCC VR-2017) 494865-08
Influenza A virus, Hong Kong strain {ATCC VR-544) 494865-13
Human Immunodeficiency Virus type 1 (Strain HTLV-illg} 494865-14
Human Coronavirus, ATCC VR-740, Strain 229E 494865-15
Feline Calicivirus {F-9 strain, ATCC VR-732}

as a Surrogate for Norovirus 494865-16
Oregon C24v-genotype 1 strain of Bovine Viral Diarrhea Virus (BVDV)

asa Jrrogate for Human :patitis C Virus 4948¢ . .
Avian Influenza A (H7N9) virus
(CDC # 2013759189, Strain wildtype A/Anhui/1/2013) 494865-18
Avian Influenza A (H5N1} virus
(Strain VNH5N1-PR8/CDC-RG, CDC # 20067 19965) 494885-19

Avian Influenza A virus (H3N2) Reassortant virus,
Strain A/Mashington/897/80 x

A/Mallard/New York/6750/78, ATCC VR-2072 494865-20
2008-H1N1 Influenza A virus (Novel H1N1},
Strain A/Mexico/4108/2009 (CDC #2009712192) 494865-21
Herpes simplex virus type 2, ATCC VR-734, Strain G 494865-22
10/29/11 strain of Duck Hepatitis B Virus (DHBY)

as a Surr _, te for Human Hepatitis B Virus 494865 .4

Recoverable virus titers of at least 10* were achieved. Complete inactivation (no growth) was
indicated in all dilutions tested. At least a 3-log reduction in titer was demonstrated beyond the
cytotoxic fevel.
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1. The label claims that the ready-to-use spray product is a disinfectant against the following
bacteria on hard, non-porous non- food contact surfaces for a 30 second contact time in the
presence of 5% serum load:

Staphylococcus aureus (ATCC 6538)
Pseudornonas aeruginosa (ATCC 15442)
Salmonella enterica (ATCC 10708)
Shigella dysenteriae (ATCC 11835)
Listeria monocytogenes (ATCC 12117)
New Dethi metallo-beta-lactamase 1 (NDM-1) positive Klebsiella pneumoniae (CDC 1000527)
Multi-Drug Resistant (MDR) Acinetobacter baumannii (ATCC 19606)
Vancomycin Resistant Enferococcus faecalis - VRE (ATCC 51575)
Streptococcus pneurnoniae (ATCC 6305)
Legioneifa pneumophila (ATCC 33153)
Linezolid Resistant Staphylococcus aureus (LRS 119)
Vancomycin Intermediate Resistant Staphylococcus aureus -VISA (HIP 5836)
Bordetelfa pertussis (ATCC 12743)
Campylobacter jejuni (ATCC 29428)
Extended-Spectrum beta-lactamase (ESBL) positive Escherichia coli (ATCC BAA-196)
Escherichia coli (ATCC 11229)
Extended-Spectrum beta-lactamase (ESBL) positive Klebsiella pneumoniae (ATCC 700603)
Multi-Drug Resistant (MDR) Enterococcus faecium (ATCC 51559)
Community Acquired Methicillin Resistant Staphylococcus aureus
-CA-MRSA Genotype USA 400 (NRS 123)
Escherichia colf O157:H7 (ATCC 35150)
Vancomycin Resistant Staphylococcus aureus -VRSA (VRS1)
Carbapenem Resistant Klebsiella pneumoniae (ATCC BAA-1705)
New Delhi metallo-beta-lactamase 1 (NDM-1) positive Escherichia coli (CDC 1001728)
Streptococeus pyogenes (ATCC 19615)
Klebsiella pneumoniae (ATCC 4352)
Enterobacter aerogenes (ATCC 13048)
Methicillin Resistant Staphylococcus aureus MRSA (ATCC 33592)
Enterobacter cloacae (ATCC 13047)
Proteus mirabilis (ATCC 9240)
Serratia marcescens (ATCC 14756)

These claims are acceptable as they are supported by the submitted data.

2. The label claims the ready—to-use productis a disinfectant against the following fungi on hard,
non-porous non-food contact surfaces for a contact time of 1-minute in the presence of 5%
Tumle

Trichophyton mentagrophytes, (ATCC 9533)
Candida albicans (ATCC 10231)

These claims are acceptable as they are supported by the submitted data.
3. The label claims that the ready-to-use product is a disinfectant against the following viruses
on hard, non-porous non- food contact surfaces for a 30 second contact time in the presence

of 5% serum load:

Rotavirus, Strain WA
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Respiratory Syncytial Virus (ATCC VR-26, Strain Long)

Rhinovirus type 37 (ATCC VR-1147, Strain 151-1)

Adenovirus type 5, ATCC VR-5, Strain Adenoid 75

Poliovirus type 1, ATCC VR-1562, Strain Chat

Feline Panleukopenia virus, ATCC VR-648, Strain Philips-Roxane

Hepatitis A virus Strain HM-175

Canine Parvovirus Strain Cornell-780916-80 (ATCC VR-2017)

Influenza A virus, Hong Kong strain (ATCC VR-544)

Human Immunodeficiency Virus type 1 (Strain HTLV-llls)

Human Coronavirus, ATCC VR-740, Strain 229E

Feline Calicivirus (F-9 strain, ATCC VR-782) as a Surrogate for Norovirus

Oregon C24v-genotype 1 strain of Bovine Viral Diarrhea Virus (BVDV)
as a Surrogate for Human Hepatitis C Virus

Avian Influenza A (H7N9) virus (CDC # 2013759189, Strain wildtype AJANNUIf1/2013)

Avian Influenza A (H5N1) virus (Strain VNH5N1-PR8/CDC-RG, CDC # 2006719965)

Avian Influenza A virus (H3N2) Reassortant virus, Strain A/Washington/897/80 x
A/Mallard/New York/6750/78, ATCC VR-2072

2009-H1N1 Influenza A virus (Novel H1N1), Strain A/Mexico/4108/2009 (CDC #2009712192)

Herpes simplex virus type 2, ATCC VR-734, Strain G

10/29/11 strain of Duck Hepatitis B Virus (DHBV) as a Surrogate for Human Hepatitis B Virus

These claims are acceptable as they are supported by the submitted data.

4. The label claims that ready-to-use spray is a disinfectant against Clostridium difficile — spore
form (ATCC 43598) on hard, non-porous surfaces for a 5-minute contact time.

This claim is acceptable and is supported by the submitted efficacy data.
5. The label claims that the ready-to-use spray product is a disinfectant against the following
k_ ...~ _..hard, non-porous non- food contact surfaces for a 30 second contact time in the

presence of 5% serum load:

Community Acquired Methicillin Resistant Staphylococcus aureus -CA-MRSA Genotype USA 300 (NRS
384)

This claim is NOT acceptable and is NOT supported by the submitted efficacy data.
6. The label claims the ready—to-use product is a disinfectant against the following fungi on hard,

non-porous non-food contact surfaces for a contact time of 1 minute in the presence of 5%
serum load:

Aspergiflus brasiliensis (ATCC 16404)

This claim is ..C . acceptable and is NC . supported by the submitted efficacy data.

7. The label claims the ready-to-use spray product as a disinfectant with tuberculocidal activity
against Mycobacterium bovis — BCG on hard, non-porous surfaces with a 5% _ ( ille _ 4

for a 3-minute contact time at room temperature: N

This claim is NOT acceptable and is NOT supported by the submitted efficacy data.
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